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Allowance 



1 . This Office Action is responsive to Applicant's response filed October 28,2004. 

2. All rejections of record are withdrawn in view of Applicant's Amendments and 
remarks. Claims 1 1-46 are allowed and have been renumbered as claims 1-36 
respectively. 

3. The following is an examiner's statement of reasons for allowance. The prior art 
cited neither teaches nor suggests a vaccine composition nor an aerosol or spray 
package comprising an adjuvant comprising one or more substances selected from the 
group consisting of: a) monoglycerlde preparations having at least 80% monoglyceride 
content and having a formula 



wherein R is H or an acyl group containing from 6 to 24 carbon atoms with the proviso 
that two of the R groups are H and b) a fatty acid with 6 to 24 carbons atoms and an 
immunizing component that is a heat-killed or formalin killed Mycobacterium 
tuberculosis. The instantly claimed vaccine formulation is novel and therefore, the 
method of vaccinating a mammal a mammal against Mycobacterium as instantly 
claimed is also novel. 



(jJH2-CH-CH2 
0 0 c 
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Any comments considered necessary by applicant must be submitted no later 
than the payment of the issue fee and, to avoid processing delays, should preferably 
accompany the issue fee. Such submissions should be clearly labeled "Comments on 
Statement of Reasons for Allowance." 



4. Any Inquiry of the general nature or relating to the status of this general 
application should be directed to the Group receptionist whose telephone number is 
(703) 308-0196. 

Papers relating to this application may be submitted to Technology Center 1600, 
Group 1640 by facsimile transmission. The faxing of such papers must conform with 
the notice published in the Office Gazette. 1096 OG 30 (November 15, 1989). Should 
applicant wish to FAX a response, the current FAX number for the Group 1600 is (703) 
872-9306. 

Any inquiry concerning this communication from the examiner should be directed 
to Vanessa L. Ford, whose telephone number is (571) 272-0857. The examiner can 
normally be reached on Monday - Friday from 9:00 AM to 6:00 PM. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Lynette Smith, 
can be reached at (571 ) 272-0864. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see <httD://Dair-d irect.usDto.Qov./>. 
Should you have questions on access to the Private PAIR system, contact the^ 
Electronic Business Center (EBC) at 866-21 7-91 97 (toll-free). / \ 



Conclusion 



Vanessa L. Ford 
Biotechnology Patent Examiner 
March 21, 2005 
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Examiner's Amendment 



1 . An examiner's amendment to the record appears below. Should the changes 
and/or additions be unacceptable to applicant, an amendment may be filed as provided 
by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST be 
submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview 
with Richard E. Fichter on March 21 , 2005. 
Please Amended the Application as follows: 
In the Specification: 

The first paragraph of the specification has been amended to include — This 
application claims priority to a 371 of PCT/EPOO/01046, filed 09 February 2000. — . 

In the Claims: 

1 1 (currently amended). A Tuberculosis (TB) vaccine composition comprising as 
an adiuvant^ comprisinq one or more substances selected from the group consisting of: 
a) monoglyceride preparations having at least 80% monoglyceride content and having a 
formula: 

CH2- CH- CH2 



R R R 

wherein R is H or an acyl group containing from 6 to 24 carbon atoms with the 
proviso proviso that two of the R groups are H and b) a fatty acid with 6 to 24 carbon 
atoms and as immunizing component, inactivated Mycobacterium tuberculosis bacteria. 




O 
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1 2 (previously amended). The TB vaccine according to claim 1 1 , wherein the M. 
tuberculosis bacteria are heat or formalin killed. 

1 3 (previously presented). The TB vaccine composition according to claim 1 1 , 
wherein the adjuvant has a content of monoglyceride in the monoglyceride preparation 
of at least 90%, and the acyl chains of the monoglyceride in the monoglyceride 
preparation contains 8 to 20 carbon atoms. 

14 (previously presented). The TB vaccine composition according to claim 1 1 , 
wherein the adjuvant has a content of monoglyceride in the monoglyceride preparation 
of at least 95% and the acyl chains of the monoglyceride in the monoglyceride 
preparation contains 14 to 20 carbon atoms. 

1 5 (previously presented). The TB vaccine composition according to claim 1 1 , 
which further comprises pharmaceutical excipients selected from the group consisting 
of biocompatible oils, physiological saline solutions, preservatives, osmotic pressure 
controlling agents, carrier gases, pH-controlling agents, organic solvents, hydrophobic 
agents, enzyme inhibitors, water absorbing polymers, surfactants, absorption promoters 
and anti-oxidative agents. 
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1 6 (previously amended). The TB vaccine composition according to claim 1 1 , 
wherein the monoglyceride preparation is mono-olein and the fatty acid is oleic acid, 
and the immunizing component is heat-killed M. tuberculosis bacteria. 

1 7 (previously presented). The TB vaccine composition according to claim 1 5, 
wherein the adjuvant further comprises soybean oil. 

1 8 (previously presented). The TB vaccine composition according to claim 1 1 , 
wherein the composition is formulated into a preparation for mucosal administration. 

19 (previously presented). The TB vaccine composition according to claim 1 8, 
wherein the mucosal administration is nasal, pulmonary, oral or vaginal administration. 

20 (currently amended). An aerosol or spray package comprising a TB vaccine 
composition comprising as an adjuvant comprising one or more substances selected 
from the group consisting of: a) monoglyceride preparations having at least 80% 
monoglyceride content and having the formula: 

CH2- CH- CH2 
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wherein R is H or an acyl group containing from 6 to 24 carbon atoms with the prov i so 
proviso that two of the R groups are H, and b) a fatty acid with 6 to 24 carbon atoms, 
and as immunizing component, inactivated Mycobacterium tuberculosis bacteria. 

21 (previously amended). An aerosol or spray package according to claim 20. 
wherein the M. tuberculosis bacteria are heat or formalin l<illed. 

22 (previously presented). An aerosol or spray package according to claim 20, 
wherein the adjuvant has a content of monoglyceride in the monoglyceride preparation 
of at least 90%, acyl chains of the monoglyceride in the monoglyceride preparation and 
contains 8 to 20 carbon atoms. 

23 (previously presented). An aerosol or spray package according to claim 20, 
wherein the adjuvant has a content of monoglyceride in the monoglyceride preparation 
of at least 95% and the acyl chains of the monoglyceride preparation contains 14 to 20 
carbon atoms. 



Application/Control Number: 09/926,001 
Art Unit: 1645 



Pages 



24 (previously presented). An aerosol or spray package according to claim 20, 
which further comprises pharmaceutical excipients selected from the group consisting 
of biocompatible oils, physiological saline solutions, preservatives, osmotic pressure 
controlling agents, carrier oases, pH-controlling agents, organic solvents, hydrophobic 
agents, enzyme inhibitors, water absorbing polymers, surfactants, absorption promoters 
and anti-oxidative agents. 

25. (previously amended). An aerosol or spray package according to claim 20, 
wherein the monoglyceride preparation is mono-olein and the fatty acid is oleic acid, 
and the immunizing component is heat-killed M. tuberculosis bacteria. 

26. (previously presented). An aerosol or spray package according to claim 20, 
wherein the composition is formulated into a preparation for mucosal administration. 

27 (previously presented). An aerosol or spray package according to claim 26, 
wherein the mucosal administration is nasal, pulmonary, oral or vaginal administration. 

28 (previously amended). An aerosol or spray package according to 
claim 25, wherein the adjuvant further comprises soybean oil. 
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29 (currently amended). A nose-drop package comprising a TB vaccine 
composition comprising as an adjuvan t.. comorisina one or more substances selected 
from the group consisting of: a) monoglyceride preparations having at least 80% 
monoglyceride content and having the general formula; 
CH2- QH- CH2 



wherein R is H or an acyl group containing from 6 to 24 carbon atoms with the prov i so 
proviso that two of the R groups are H, and b) a fatty acid with 6 to 24 carbon atoms; 
and as immunizing component, inactivated Mycobacterium tuberculosis bacteria. 

30 (previously presented). The nose-drop package, according claims 29, wherein 
the M. tuberculosis bacteria are heat or formalin killed. 

31 (previously presented). The nose-drop package according to claim 29, 
wherein the adjuvant has a content of monoglyceride in the monoglyceride preparation 
of at least 90% and the acyl chains of the monoglyceride in the monoglyceride 
preparation contains 8 to 20 carbon atoms. 
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32 (previously presented). The nose-drop package according to claim 29, 
wherein the adjuvant has a content of monoglyceride in the monoglyceride preparation 
of at least 95% and the acyl chains of the monoglyceride in the monoglyceride 
preparation contains 14 to 20 carbon atoms. 

33 (previously presented). The nose-drop package according to claim 29, which 
further comprises pharmaceutical excipients selected from the group consisting of 
biocompatible oils, physiological saline solutions, preservatives, osmotic pressure 
controlling agents, carrier gases, pH-controlling agents, organic solvents, hydrophobic 
agents, enzyme inhibitors, water absorbing polymers, surfactants, absorption promoters 
and anti-oxidative agents. 

34 (previously amended). The nose-drop package according to claim 29, wherein 
the monoglyceride preparation is mono-olein and the fatty acid is oleic acid, and the 
immunizing component is heat-killed M. tuberculosis bacteria. 

35 (previously presented). The nose-drop package according to claim 29, 
wherein the composition is formulated into a preparation for mucosal administration. 

36 (previously presented). The nose-drop package according to claim 35, 
wherein the mucosal administration is nasal, pulmonary, oral or vaginal administration. 
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37 (previously presented). The nose-drop package according to claim 34, 
wherein the adjuvant further comprises soybean oil. 

38 (currently amended). A method of vaccinating a mammal against 
Tuberculosis (TB) which comprises mucosal administration to the mammal of a 
protection-inducing amount of a TB vaccine composition comprising as an adjuvant- 
comorisinq one or more substances selected from the group consisting of: a) 
monoglyceride preparations having at least 80% monoglyceride content and 
having the general formula: 

CH2- CH- CH2 



wherein R is H or an acyl group containing from 6 to 24 carbon atoms with the proviso 
proviso that two of the R groups are H; and b) a fatty acid with 6 to 24 carbon atoms; 
and as immunizing component, inactivated Mycobacterium tuberculosis bacteria. 

39 (previously amended). The method of vaccinating a mammal against Tuberculosis 
(TB) according to claim 38, wherein the M. tuberculosis bacteria are heat or formalin 
killed. 
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40 (previously presented). The method of vaccinating a mammal against 
Tuberculosis (TB) according to claim 38, wherein the adjuvant has a content of 
monoglyceride in the monoglyceride preparation of at least 90% and the acyl chains of 
the monoglyceride In the monoglyceride preparation contains 8 to 20 carbon atgms. 

41 (previously presented). The method of vaccinating a mammal against 
Tuberculosis (TB) according to claim 38, wherein the adjuvant has a content of 
monoglyceride in the monoglyceride preparation of at least 95% and the acyl chains of 
the monoglyceride in the monoglyceride preparation contains 14 to 20 carbon atoms. 

42 (previously presented). The method of vaccinating a mammal against 
Tuberculosis (TB) according to claim 38, which further comprises pharmaceutical 
excipients selected from the group consisting of biocompatible oils, physiological saline 
solutions, preservatives, osmotic pressure pH-controlling agents, carrier gases, PH- 
controlling agents, organic solvents, hydrophobic agents, enzyme inhibitors, water 
absorbing polymers, surfactants, absorption promoters and anti-oxidative agents. 

43 (previously amended). The method of vaccinating a mammal against 
Tuberculosis (TB) according to claim 38, wherein the monoglyceride preparation is 
mono-olein and the fatty acid is oleic acid, and the immunizing component is heat-killed 
M. tuberculosis baciena. 
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44 (previously presented). The method of vaccinating a mammal against 
Tuberculosis (TB) according to claim 38, wherein the composition is formulated into a 
preparation for mucosal administration. 

45 (previously presented). The method of vaccinating a mammal against 
Tuberculosis (TB) according to claim 44, wherein the mucosal administration is nasal, 
pulmonary, oral or vaginal administration. 

46 (previously presented). The method of vaccinating a mammal against 
Tuberculosis (TB) according to claim 42, wherein the adjuvant further comprises 
soybean oil. 
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COPY OF CLEAN CLAIMS 



1 . A Tuberculosis (TB) vaccine composition comprising an adjuvant comprising one 
or more substances selected from the group consisting of: a) monoglyceride 
preparations having at least 80% monoglyceride content and having a formula: 
CH2- QH- CH2 



as immunizing component, inactivated Mycobacterium tuberculosis bacteria. 

2. The TB vaccine according to claim 1 , v\/herein the M. tuberculosis bacteria are 
heat or formalin killed. 

3. The TB vaccine composition according to claim 1 , wherein the adjuvant has a 
content of monoglyceride in the monoglyceride preparation of at least 90%, and the acyl 
chains of the monoglyceride in the monoglyceride preparation contains 8 to 20 carbon 
atoms. 




O 



R 



wherein R is H or an acyl group containing from 6 to 24 carbon atoms with the 
proviso that two of the R groups are H and b) a fatty acid with 6 to 24 carbon atoms and 
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4. The TB vaccine composition according to claim 1 , wherein the adjuvant has a 
content of monoglyceride in the monoglyceride preparation of at least 95% and the acyl 
chains of the monoglyceride in the monoglyceride preparation contains 14 to 20 carbon 
atoms. 

5. The TB vaccine composition according to claim 1 , which further comprises 
pharmaceutical excipients selected from the group consisting of biocompatible oils, 
physiological saline solutions, preservatives, osmotic pressure controlling agents, 
carrier gases, pH-controlling agents, organic solvents, hydrophobic agents, enzyme 
inhibitors, water absorbing polymers, surfactants, absorption promoters and anti- 
oxidative agents. 

6. The TB vaccine composition according to claim 1 , wherein the monoglyceride 
preparation is mono-olein and the fatty acid is oleic acid, and the immunizing 
component is heat-killed M. tuberculosis bacteria. 

7. The TB vaccine composition according to claim 5, wherein the adjuvant further 
comprises soybean oil. 

8. The TB vaccine composition according to claim 1 , wherein the composition is 
formulated into a preparation for mucosal administration. 
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9. The TB vaccine composition according to claim 8, wherein the mucosal 
administration is nasal, pulmonary, oral or vaginal administration. 

1 0. An aerosol or spray package comprising a TB vaccine composition comprising 
an adjuvant comprising one or more substances selected from the group consisting of: 
a) monoglyceride preparations having at least 80% monoglyceride content and having 
the formula: 

CH2- CH- CH2 



wherein R is H or an acyl group containing from 6 to 24 carbon atoms with the proviso 
that two of the R groups are H, and b) a fatty acid with 6 to 24 carbon atoms, and as 
immunizing component, inactivated Mycobacterium tuberculosis bacteria. 

11. An aerosol or spray package according to claim 1 0, wherein the M. tuberculosis 
bacteria are heat or formalin killed. 
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12. An aerosol or spray package according to claim 1 0, wherein the adjuvant has a 
content of monoglyceride in the monoglyceride preparation of at least 90%, acyl chains 
of the monoglyceride in the monoglyceride preparation and contains 8 to 20 carbon 
atoms. 

1 3. An aerosol or spray package according to claim 1 0, wherein the adjuvant has a 
content of monoglyceride in the monoglyceride preparation of at least 95% and the acyl 
chains of the monoglyceride preparation contains 14 to 20 carbon atoms. 

14. An aerosol or spray package according to claim 1 0, which further comprises 
pharmaceutical excipients selected from the group consisting of biocompatible oils, 
physiological saline solutions, preservatives, osmotic pressure controlling agents, 
carrier oases, pH-controlling agents, organic solvents, hydrophobic agents, enzyme 
inhibitors, water absorbing polymers, surfactants, absorption promoters 

and anti-oxidative agents. 

1 5. An aerosol or spray package according to claim 10, wherein the monoglyceride 
preparation is mono-olein and the fatty acid is oleic acid, and the immunizing 
component is heat-killed M. tuberculosis bacteria. 
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1 6. An aerosol or spray package according to claim 10, wherein the composition is 
formulated into a preparation for mucosal administration. 

1 7. An aerosol or spray package according to claim 1 6, wherein the mucosal 
administration is nasal, pulmonary, oral or vaginal administration. 

1 8. An aerosol or spray package according to claim 1 5, wherein the adjuvant further 
comprises soybean oil. 

19. A nose-drop package comprising a TB vaccine composition comprising an 
adjuvant comprising one or more substances selected from the group consisting of: a) 
monoglyceride preparations having at least 80% monoglyceride content and having the 
general formula: 

CHa- QH- CHz 




R 



R R 



wherein R is H or an acyl group containing from 6 to 24 carbon atoms with the proviso 
that two of the R groups are H, and b) a fatty acid with 6 to 24 carbon atoms; and as 
immunizing component, inactivated Mycobacterium tuberculosis bacteria. 
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20. The nose-drop package, according claims 19, wherein the M. tuberculosis bacteria 
are heat or formalin killed. 

21 . The nose-drop package according to claim 19, wherein the adjuvant has a content 
of monoglyceride in the monoglyceride preparation of at least 90% and the acyl chains 
of the monoglyceride in the monoglyceride preparation contains 8 to 20 carbon atoms. 

22. The nose-drop package according to claim 19, wherein the adjuvant has a content 
of monoglyceride in the monoglyceride preparation of at least 95% and the acyl chains 
of the monoglyceride in the monoglyceride preparation contains 14 to 20 carbon atoms. 

23. The nose-drop package according to claim 1 9, which further comprises 
pharmaceutical excipients selected from the group consisting of biocompatible oils, 
physiological saline solutions, preservatives, osmotic pressure controlling agents, 
carrier gases, pH-controlling agents, organic solvents, hydrophobic agents, enzyme 
inhibitors, water absorbing polymers, surfactants, absorption promoters and 
anti-oxidative agents. 

24. The nose-drop package according to claim 1 9, wherein the monoglyceride 
preparation is mono-olein and the fatty acid is oleic acid, and the immunizing 
component is heat-killed M. tuberculosis bacteria. 



Application/Control Number: 09/926,001 



Page 20 



Art Unit: 1645 

25. The nose-drop package according to clainn 1 9, wherein the composition is 
formulated into a preparation for mucosal administration. 

26. The nose-drop pacl<age according to claim 25, wherein the mucosal 
administration is nasal, pulmonary, oral or vaginal administration. 

27. The nose-drop package according to claim 24, wherein the adjuvant further 
comprises soybean oil. 

28. A method of vaccinating a mammal against Tuberculosis (TB) which comprises 
mucosal administration to the mammal of a protection-inducing amount of a TB vaccine 
composition comprising an adjuvant comprising one or more substances selected from 
the group consisting of: a) monoglyceride preparations having at least 80% 
monoglyceride content and having the general formula: 



wherein R is H or an acyl group containing from 6 to 24 carbon atoms with the 
proviso that two of the R groups are H; and b) a fatty acid with 6 to 24 carbon atoms; 
and as immunizing component, inactivated Mycx3bacterium tuberculosis bacteria. 
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29. The method of vaccinating a mammal against Tuberculosis (TB) according to 
claim 28, wherein the M. tuberculosis bacteria are heat or formalin killed. 

30. The method of vaccinating a mammal against Tuberculosis (TB) according to 
claim 28, wherein the adjuvant has a content of monoglyceride in the monoglyceride 
preparation of at least 90% and the acyl chains of the monoglyceride in the 
monoglyceride preparation contains 8 to 20 carbon atoms. 

31 . The method of vaccinating a mammal against Tuberculosis (TB) according to 
claim 28, wherein the adjuvant has a content of monoglyceride in the monoglyceride 
preparation of at least 95% and the acyl chains of the monoglyceride in the 
monoglyceride preparation contains 14 to 20 carbon atoms. 

32. The method of vaccinating a mammal against Tuberculosis (TB) according to 
claim 28, which further comprises pharmaceutical exciplents selected from the group 
consisting of biocompatible oils, physiological saline solutions, preservatives, osmotic 
pressure pH-controlling agents, carrier gases, pH-controlling agents, organic solvents, 
hydrophobic agents, enzyme inhibitors, water absorbing polymers, surfactants, 
absorption promoters and anti-oxidative agents. 
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33. The method of vaccinating a mammal against Tuberculosis (TB) according to 
claim 38, wherein the monoglyceride preparation is mono-olein and the fatty acid is 
oleic acid, and the immunizing component is heat-killed M. tuberculosis bacteria. 

34. The method of vaccinating a mammal against Tuberculosis (TB) according to 
claim 28, wherein the composition is formulated into a preparation for mucosal 
administration. 

35. The method of vaccinating a mammal against Tuberculosis (TB) according to 
claim 34, wherein the mucosal administration is nasal, pulmonary, oral or vaginal 
administration. 

36. The method of vaccinating a mammal against Tuberculosis (TB) according to 
claim 32, wherein the adjuvant further comprises soybean oil. 



